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THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

1 . In view of the appeal brief filed on June 28, 2004, PROSECUTION IS 
HEREBY REOPENED. A new Office Action on the merits are set forth below. 
To avoid abandonment of the application, appellant must exercise one of the 
following two options: 

(1 ) file a reply under 37 CFR 1.111 (if this Office action is non-final) or a 
reply under 37 CFR 1 .1 1 3 (if this Office action Is final); or, 

(2) request reinstatement of the appeal. 

If reinstatement of the appeal is requested, such request must be 
accompanied by a supplemental appeal brief, but no new amendments, affidavits 
(37 CFR 1.130, 1.131 or 1.132) or other evidence are permitted. See 37 CFR 
1.193(b)(2). 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 34-35 are rejected under 35 U.S.C- 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

4. Claim 34 is indefinite in the recitation of a "ternary complex reactive 
antibody". This phrase is not one which has a universally accepted meaning in 
the art, therefore it is no way for the person of skill in the art to ascribe a discrete 
and identifiable class of antibodies to said phrase. 
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Claim Rejections - 35 USC § 112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the l)est mode contemplated by the inventor of carrying 
out his invention. 

Claims 1-7 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for an isolated complex comprising heparin 
and the heparin binding platelet fact 4 and thrombospondin-1, wherein each of 
the heparin binding proteins is an intact protein isolated from human platelets or 
produced using recombinant means, or a recombinant protein, a variant 
recombinant, or is a synthetic protein, does not reasonably provide enablement 
for any and all biologically active fragments prepared from a protein isolated from 
human platelets. The specification does not enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make the 
invention commensurate in scope with these claims. In addition, the office does 
not have the facilities for examining and comparing any and all biologically active 
fragments that will bind with the isolated complex without undue experimentation. 
In the absence of evidence to the contrary, the burden is upon the applicant to 
show support for this limitation to obviate this rejection. 

6. Prosecution on the merits of this application is reopened on clainns 1-7 
and 34-35 considered unpatentable for the reasons indicated below: 
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Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

8. Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gogstad et al (British Journal of Haematology, April 1983. Vol 53, No. 4, pages 
563-573). 

Claims 1-7 are broadly drawn to a product comprising an isolated complex 
comprising heparin and heparin binding proteins, which includes platelet factor 4 
and thrombospondin-1 . Gogstad et al teaches immobilized heparin and platelet 
proteins in buffer solutions and antibodies against platelet proteins (page 564 
and 565, materials and methods). Platelet factor 4, thrombospondin and G4 
platelet proteins exhibited affinity to heparin (intact protein). These proteins were 
isolated by immunoelectrophoresis, which formed peaks to indicate binding 
(summary). 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
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said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

10. Claims 34-35 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gogstad et al (British Journal of Haematology, April 1983, Vol 53, No. 4, 
pages 563-573) in view of Foster et al (USP#4,281 ,061 ). 

The kit is drawn to a buffered medium comprising heparin; a buffered 
medium comprising isolated human PF4; a buffered medium comprising isolated 
human TSP-1 . Gogstad et al teaches immobilized heparin and platelet proteins 
in buffer solutions and antibodies against platelet proteins (page 564 and 565, 
materials and methods). Platelet factor 4, thrombospondin and G4 platelet 
proteins exhibited affinity to heparin. These proteins were isolated by 
immunoelectrophoresis, which formed peaks to indicate binding (summary). The 
reference of Gogstad et al does not teach these reagents in a kit format. 

However, kits are well known embodiments for assay reagents. Foster et 
al describe one example. In their patent kits including the reactant reagents, a 
microplate, positive controls, negative controls, standards, and instructions are 
taught. See Figure 6 and column 15, lines 10-34. 

It would have been obvious to one of ordinary skill in the art at the time of 
applicant's invention to modify the reference of Gogstad et al and format them 
into a kit because Foster teach the convenience of a kit and how the can 
enhance sensitivity of a method by providing reagents as a kit. The reagents in a 
kit are available in pre-measured amounts, which eliminates the variability that 
can occur when performing and assay method. One of ordinary skill in the art 
would have been motivated to formulate this teaching into a kit format to study 
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the binding relationship of platelet proteins to heparin in a laboratory or academic 
setting. With respect to the recitation of "a standardized positive control 
comprising known amounts of ternary complex reactive antibody" in claim 34, 
applicant has not defined this ternary complex reactive antibody, therefore it is 
the examiner's position that the antibody of Gogstad et al reads on applicant's 
ternary complex reactive antibody. 

Allowable Subject Matter 

1 1 . Claims 36-37 are allowed. 

12. The following Is a statement of reasons for the indication of allowable 
subject matter: The prior art does not teach nor suggest an isolated ternary 
complex comprising heparin, platelet factor 4 and thrombospondln-1 . 

Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Deborah A. Davis whose telephone number is 
(571 ) 272-081 8. The examiner can normally be reached on 8-5 Monday thru 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Long Le can be reached on (571) 272-0823. The fax 
phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 
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information regarding tlie status of an application may be obtained from 
ttie Patent Application Infonnation Retrieval (PAIR) system. Status information 
for published applications noay be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications Is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 




